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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on April 2, 
2009 has been entered. 

Claims 45-49 are pending in this application. 

Applicants' arguments filed April 2, 2009 have been fully considered but they are 
not deemed to be persuasive. Rejections and/or objections not reiterated from previous 
office actions are hereby withdrawn. The following rejections and/or objections are 
either reiterated or newly applied. They constitute the complete set presently being 
applied to the instant application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 45-49 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wassenaar U.S. Patent No. 7,060,289 B2 in view of Merck Manual (U). 

Wassenaar teaches the method of reducing excessive sweating and minimizing 
side effects (see abstract) comprising applicant of a topical formulation of glycopyrrolate 
(an anticholinergic quaternary amine) in a concentration that is from 0.25% to 6% 
(column 8, lines 29-30). It does not teach the method for killing or inhibiting the growth 
of microorganisms responsible for fungal infection and non-pathological body malodor. 
Wassenaar teaches a case study of a patient with excessive sweating of the forehead 
and groin that resulted in a facial rash and fungal infection. After two weeks of topical 
application (to the skin surface) the chronic fungal infection of his groin and facial rash 
had both improved (column 8, lines 32-49). 

Merck Manual teaches that athlete's foot, a fungal infection commonly grows in 
the warm moist areas between the toes. 

In holding an invention obvious in view of a combination of references, there 
must be some suggestion, motivation or teaching in the prior art that would have led a 
person of ordinary skill in the art to select the references and combine them in the way 
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that would produce the claimed invention. This motivation may flow from the prior art 
references themselves, the knowledge of one of ordinary skill in the art, or, in some 
cases, from the nature of the problem to be solved. Here, filtered through the nature of 
the problem to be solved, the prior art disclosed that moist conditions of the skin leads 
to fungal infection, and that this problem can be addressed by the application of 
glycopyrrolate solution in a concentration of 0.25-6%. Thus, inhibition of 
microorganisms and fungus would result in the application of the glycopyrrolate solution, 
and in the above case study, a fungus infection could be resolved. 

Regarding the concentration of the formulation instantly claimed, the amount of 
glycopyrrolate of Wassenaar et al. is between 0.25% and 6 % which is encompassed by 
the instantly claimed 0.0001 % to about 20 % or from about 0.05% to about 5%. "[A] 
prior art reference that discloses a range encompassing a somewhat narrower claimed 
range is sufficient to establish a prima facie case of obviousness." 
In re Peterson, 315 F.3d 1325, 1330, 65 USPQ2d 1379, 1382-83 (Fed. Cir. 2003). See 
also In re Harris, 409 F.3d 1339, 74 USPQ2d 1951 (Fed. Cir. 2005). 

It would have been made obvious to one of ordinary skill in art at the time it was 
made to employ the ACQA, glycopyrrolate, to inhibit growth of microorganisms 
responsible for fungal infection and malodor motivated by the teaching of Wassenaar, 
who teaches the method of reducing excessive sweating and minimizing side effects 
(see abstract) comprising applicant of a topical formulation of glycopyrrolate (an 
anticholinergic quaternary amine) in a concentration that is from 0.25% to 6% (column 
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8, lines 29-30) and the teaching of Merck Manual that teaches that athlete's foot fungus 
is a fungal infection that commonly grows in warm moist areas. 

Thus the claims fail to patentably distinguish over the state of the art as 
represented by the cited references. 

Accordingly, for the above reasons, the claims are deemed properly 
rejected and none are allowed. 

Response to Arguments 

Applicant asserts that the experiment reported by Wassenaar possibly 
demonstrates that reducing the availability of moisture (sweat) can lead to improvement 
in a facial rash and fungal groin infection, and further extrapolates that epidermal rashes 
can be ameliorated by a variety of agents including hydrocortisone. The meaning of this 
assertion is unclear in the context of the application of the prior art to the instant claims. 
Applicant further asserts that it is unclear from the description in Wassenaar that 
fungus was at all involved in the rash. In response, Wassenaar clearly states in case 
study No 1 that the patient had excessive forehead and groin sweating resulting in a 
facial rash and fungal infection. Topical glycopyrrolate was applied in concentrations of 
1 % and 1 .5% whereby the chronic fungal infection improved. Wassenaar does not 
recite application of hydrocortisone or any agent other than the glycopyrrolate to the 
skin surface. Applicant asserts that the experiment does not Wassenaar does not 
exhibit killing or inhibition of fungi. In response, the improvement of a fungal infection 
that was previously resistant to treatment is clearly indicative of at least inhibition of the 
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fungal infection, and although not specifically stated, it would also indicate that the fungi 
have been killed as well. Further, the claim elements appear in the prior art in the same 
configuration ( the same ACQA - glycopyrrolate), serving the same functions (topically 
applied in a concentration of from about 0.25% to about 6%), to achieve the same 
results suggested (inhibit/kill fungi and eliminate non-pathological body malodor). 
Applicant asserts that the cited prior art fails to define every element of applicant's 
invention. As noted in In re Best (195 USPQ 430 (CCPA 1977)), and In re Fitzgerald 
(205 USPQ 594 (CCPA 1980)), the mere recitation of newly-discovered function or 
property, inherently possessed by things in prior art, does not cause claims drawn to 
those things to distinguish over prior art. In such a situation, the burden is shifted to the 
applicant to prove that subject matter shown to be in prior art does not possess 
characteristic relied on where it has reason to believe that functional limitation asserted 
to be critical for establishing novelty in claimed subject matter may be inherent 
characteristic of prior art; whether rejection is based on "inherency" under 35 U.S.C. 
102, on "prima facie obviousness" under 35 U.S.C. 103, jointly or alternatively, burden 
of proof is same. Applicant asserts that in the instant invention, Applicant was the first 
to recognize the anti-fungal properties of this class of compounds. In response, 
Wassenaar teaches the same antifungal properties of glycopyrrolate, the ultimate 
species selected in the genus of anticholinergic quaternary amines instantly claimed. 
Applicant states that U.S. Patent Laws clearly allow the patentability of a new use for an 
old compound and states that "this is clearly the case with the method claimed here". In 
response, as noted supra, the mere recitation of newly-discovered function or property, 
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inherently possessed by things in prior art, does not cause claims drawn to those things 
to distinguish over prior art. In such a situation, the burden is shifted to the applicant to 
prove that subject matter shown to be in prior art does not possess characteristic relied 
on where it has reason to believe that functional limitation asserted to be critical for 
establishing novelty in claimed subject matter may be inherent characteristic of prior art; 
whether rejection is based on "inherency" under 35 U.S.C. 102, on "prima facie 
obviousness" under 35 U.S.C. 103, jointly or alternatively, burden of proof is same. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Donna Jagoe whose telephone number is (571) 272- 
0576. The examiner can normally be reached on Monday through Friday from 8:00 
A.M. -4:30 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on (571) 272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/826,238 Page 8 

Art Unit: 1614 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Donna Jagoe ID. J./ 

Examiner 

Art Unit 1614 

June 5, 2009 
/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



